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DETAILED ACTION 

Election/Restrictions 

1. This application contains claims directed to the following patentably distinct 
species A) a monitoring arrangement including one or more needles and a light source 
aligned to heat tissue, and B) a monitoring method and arrangement including at least 
first and second concentration measurement means and activation means for allowing 
scheduled measurements with the measurement means. The species are independent 
or distinct because claims to the different species recite the mutually exclusive 
characteristics of such species. In addition, these species are not obvious variants of 
each other based on the current record. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, no claim is generic. 

There is an examination and search burden for these patentably distinct species 
due to their mutually exclusive characteristics. The species require a different field of 
search (e.g., searching different classes/subclasses or electronic resources, or 
employing different search queries); and/or the prior art applicable to one species would 
not likely be applicable to another species; and/or the species are likely to raise different 
non-prior art issues under 35 U.S.C. 101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species to be examined even though the requirement 
may be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing 
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the elected species, including any claims subsequently added. An argument that a 
claim is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

The election of the species may be made with or without traverse. To preserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the election of species requirement, the 
election shall be treated as an election without traverse. Traversal must be presented at 
the time of election in order to be considered timely. Failure to timely traverse the 
requirement will result in the loss of right to petition under 37 CFR 1.144. If claims are 
added after the election, applicant must indicate which of these claims are readable on 
the elected species. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the species unpatentable over the 
prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 103(a) 
of the other species. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . 

2. During a telephone conversation with Scott Cummings on 17 September 2008 a 
provisional election was made without traverse to prosecute the invention of species B, 
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claims 9 - 80. Affirmation of this election must be made by applicant in replying to this 
Office action. Claim 8 is withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

3. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 20 - 22 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Although the specification (page 16, lines 3 - 
6) provides details of timing for performing the measurements, the specification only 
mentions that the schedule may be pre-established, programmed by a user or medical 
personnel, or chosen from two or more pre-established timetables. However, there is 
no teaching of an arrangement that includes a scheduling mode responsive to 
previously collected measurements, as required in claims 20 - 22. As such, the claims 
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are drawn to subject matter not in possession of Applicant at the time the application 
was filed. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 9 - 80 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The independent claims use the relative phrase 
"substantially painless" without adequately defining the phrase in the claims, nor does 
the specification provide a standard for ascertaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention. 
Since pain and thresholds of pain vary between individuals, the phrase "substantially 
painless" has a varying meaning. Use of the term "optionally" in the independent claims 
renders the scope of the claims unclear, as it is uncertain whether the limitations that 
follow the term are intended to be part of the claimed inventions. With regard to claims 
41 and 74, use of the term "of in the phrase "at least one of appears to permit a choice 
of less than all of the elements from the list that follows to be members of the kit, when it 
appears more likely that Applicant intends at least one of each of the elements to be 
included in the kit. It is unclear what further limitations are set forth by claims 14, 26, 
and 53, as the claims from which they depend are drawn to ex vivo measurement, 
which is generally considered to require that the measurement is performed outside of 
the host. 

Claim Rejections - 35 USC § 102 
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8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 9,16 - 19, 30, 31 , 35 - 37, 41 , 42, 46 - 48, 55 - 57, 63 - 65, 68 - 70, 73 - 
75, and 78 - 80 are rejected under 35 U.S.C. 102(b) as being anticipated by Simons et 
al. (USPN 5,971,941 - cited by Applicant). Simons et al. teach an integrated system 
and method for sampling blood and analytes, in particular glucose concentration is 
determined. Lancing strips, as illustrated in Figures 1A and 1B and described in the 
Cartridges and Flat Cartridges sections (see columns 5 - 7) are containted within a 
cassette in a housing (see Glucometer and columns 12 - 14). The system includes 
elements to allow the user to set time and other parameters of interest (column 13, ilnes 
4-31). As for limitations regarding the predetermined time periods and predetermined 
schedule and schedule mode, any persons needing to use such equipment has a set 
schedule for taking such readings and then retaking them on a set schedule based 
upon may parameters, such as what the previous reading was, eating times, etc. Thus 
all of the claim limitations drawn to scheduling and time periods are inherently met 
during the use of the system. As for the limitation concerning the kit having instructions, 
all medical devices come with instructions for their use. With regard to claims 30 and 
63, the device of Simons et al. includes buttons and other input elements/switches 
which are considered to correspond with the claimed "activation means" as set forth. As 
Simons includes a removable cartridge meeting the limitations of claim 41 ("kit 
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comprising: at lest one of), and the details of the device in claim 42 are not further 
limiting to the cartridge, Simons is considered to meet claim 42 when the cartridge is 
chosen. With regard to claim 48, without claiming any structure for executing a 
"program", the phrase "programmed by" is considered to not require implementation on 
a processor or automatic execution, but rather to be equivalent to "predetermined by", 
which is met by Simons for the reasons above. 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 1 0 - 1 5, 32 - 34, 38 - 40, 43 - 45, 49 - 54, 66, 67, 71 , 72, 76, and 77 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Simons as applied to 
claims 9, 30, 36, 41, 48, 63, 69, and 74 above, and further in view of Douglas et al. 
(USPN 6,183,489). Simons is directed to an arrangement for performing 
measurements from blood samples, but does not teach obtaining measurement results 
from interstitial fluid. Douglas et al. teach that disposable needle/microneedle sampling 
arrangements, like that of Simons, can also be used to sample interstitial fluid, which 
has the advantage of not having interference from red blood cells and not requiring 
hematocrit adjustment to the calculations (column 3, lines 27 - 37). It would have been 
obvious to one of ordinary skill in the art at the time of the invention to modify Simons to 
sample and analyze interstitial fluids, as taught by Douglas et al., since this removes 
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interference from red blood cells and eliminates the need to adjust for hematocrit in the 
measurement. 

12. Claims 23 - 29 and 58 - 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Simons in view of Douglas et al. for the reasons given in paragraphs 
9 and 1 1 above. 



Double Patenting 

13. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

14. Claims 9 - 12, 15 - 17, 23, 24, 27, 30, 32 - 36, 38 - 41, 43, - 45, 47, and 74 - 78 
are rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 78 - 82, 87, and 90 - 94 of U.S. Patent No. 6,923,764. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims of the instant application are broader than those of the 
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patent. Thus, any apparatus or method meeting the limitations of the patent would 
necessarily meet those of the instant application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric F. Winakur whose telephone number is 571/272- 
4736. The examiner can normally be reached on M-Th, 7:30-5; alternate Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571/272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Eric F Winakur/ 

Primary Examiner, Art Unit 3768 



